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1) Real Party in Interest 

A statement identifying by name the real party in interest is contained in the brief. 

(2) Related Appeals and Interferences 

The examiner is not aware of any related appeals, interferences, or judicial proceedings 
which will directly affect or be directly affected by or have a bearing on the Board's decision in 
the pending appeal. 

(3) Status of Claims 

The statement of the status of claims contained in the brief is correct. 
The appellant's statement of the status of amendments after final rejection contained in 
the brief is correct. 

(4) Status of Amendments After Final 

The appellant's statement of the status of amendments after final rejection contained in 
the brief is correct. 

(5) Summary of Claimed Subject Matter 

The summary of claimed subject matter contained in the brief is correct. 

(6) Grounds of Rejection to be Reviewed on Appeal 

The appellant's statement of the grounds of rejection to be reviewed on appeal is correct. 

(7) Claims Appendix 

The copy of the appealed claims contained in the Appendix to the brief is correct. 

(8) Evidence Relied Upon 

Isono et al. (US 5,871,477), filed 27 November, 1996. 

(9) Grounds of Rejection 
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The following ground(s) of rejection are applicable to the appealed claims: 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 34 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

The claim recites the phrase "peritoneal dialysis solution that does not contain adenosine 
triphosphate and adenosine triphosphate." However, the claim is indefinite since it is unclear 
how a solution can contain and simultaneously not contain the same substance or ingredient 
(adenosine triphosphate). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may nut be obtained though the invention is not identic-all} disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person ha\ ing ordinan skill in the ail to which said subject matter pertains. Patentability 
shall not be negatived b> the manner in which the invention was made. 

Claims 1 1-36 are rejected under 35 U.S.C. 103(a) as being unpatentable over Isono et al. 
(US 5,871,477). 

Claim 1 1 is drawn to a peritoneal dialysis method for treating a peritoneal injury or for 
treating a cell injury caused by sugar comprising: administering to a patient having a peritoneal 
injury or a cell injury caused by sugar a dialysate comprising adenosine triphosphate or a salt 
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thereof. Claim 12 is drawn to the peritoneal dialysis method of claim 11, wherein said patient is 
suffering from a renal disease, and said dialysate is administered intraperitoneally via a catheter 
implanted in the peritoneal cavity. Claims 13-17 are drawn to said method wherein the 
adenosine triphosphate or a salt thereof is of specific concentration range, wherein the 
composition further comprises glucose, and an electrolyte, glucose of specific concentration 
range and further administering high level glucose. 

Isono et al. disclose a peritoneal dialysate composition comprising 1 to 8 g/dL glucose 
(i.e., 1,000- 8000 mg/dL) and electrolytes; wherein said composition can be used as a peritoneal 
dialysate (see col. 2, lines 5 to 46). Furthermore, Isono et al. disclose or suggest that adenosine 
triphosphate solution which is an organ-preservation solution can be added to said peritoneal 
dialysate (see col. 2, lines 5 to 46, especially lines 34-46). Also, Isono et al. disclose that the 
peritoneal dialysate can be used to treat acute or chronic peritonitis (see col. 13, lines 47-51 and 
col. 19, lines 50-53). In addition, Isono et al. disclose that organic acids such as lactic acid an 
citric acid can be used (see col. 2, lines 5 to 46, especially lines 34-46). This suggests that said 
peritoneal composition or dialysate by Isono et al. can be administered into the peritoneal cavity 
to treat peritoneal injuries or peritoneal cell injuries such as peritonitis. It should be noted that 
the examiner considers peritonitis as a peritoneal injury or peritoneal cell injury. In fact, it 
should be noted that applicants acknowledge in their specification that examples of the peritoneal 
injuries include peritonitis, sclerotic encysted peritonitis, intractable prolonged peritonitis, and 
general peritonitis (see page 2, paragraph [0026] of applicants' specification). 

The difference between applicant's method and the method suggested by Isono et al. is 
that Isono et al.'s composition does not contain adenosine triphosphate. However, Isono et al. 
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disclose or suggest that adenosine triphosphate solution which is an organ-preservation solution 
can be added to said peritoneal dialysate (see col. 2, lines 5 to 46, especially lines 34-46). 

It would have been obvious to one having ordinary skill in the art, at the time the 
claimed invention was made, in view of Isono et al., to treat peritoneal injury or a cell injury in a 
subject by administering a composition comprising a combination of adenosine triphosphate, 
glucose, and electrolytes as a peritoneal dialysate into the peritoneal cavity of said subject. 

One having ordinary skill in the art would have been motivated in view of Isono et al., to 
treat peritoneal injury or a cell injury in a subject by administering a composition comprising a 
combination of adenosine triphosphate, glucose, and electrolytes as a peritoneal dialysate into the 
peritoneal cavity of said subject. It should be noted that it is obvious to a skilled artisan to 
prepare said peritoneal dialysate or composition with osmotic pressure or osmolarity that would 
physiological compatible when administered to said subject. It should be noted that the use of 
peritoneal dialysis to treat patients with renal disease is the extremely common in the art and is 
well within the purview of a skilled artisan. 

Claim 18 is drawn to a treating method for peritoneal injury, characterized by 
administering an effective amount of adenosine triphosphate or a salt thereof to a subject in need 
thereof. Claim 19 is drawn to a treating method for cell injury caused by sugar, characterized by 
administering an effective amount of adenosine triphosphate or a salt thereof to a subject in need 
thereof. Claim 20 is drawn to the method as described in claim 19, wherein the cell injury 
caused by sugar is peritoneal mesothelial cell injury caused by glucose. Claims 31-32 are drawn 
to said method comprising administering a solution containing ATP or salt thereof, glucose of 
specific concentration range, and electrolytes. 
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Isono et al. disclose a peritoneal dialysate composition comprising 1 to 8 g/dL glucose 
(i.e., 1,000- 8000 mg/dL) and electrolytes; wherein said composition can be used as a peritoneal 
dialysate (see col. 2, lines 5 to 46). Furthermore, Isono et al. disclose or suggest that adenosine 
triphosphate solution which is an organ-preservation solution can be added to said peritoneal 
dialysate (see col. 2, lines 5 to 46, especially lines 34-46). Also, Isono et al. disclose that the 
peritoneal dialysate can be used to treat acute or chronic peritonitis (see col. 13, lines 47-51 and 
col. 19, lines 50-53). In addition, Isono et al. disclose that organic acids such as lactic acid an 
citric acid can be used (see col. 2, lines 5 to 46, especially lines 34-46). This suggests that said 
peritoneal composition or dialysate by Isono et al. can be administered into the peritoneal cavity 
to treat peritoneal injuries or peritoneal cell injuries such as peritonitis. It should be noted that 
the examiner considers peritonitis as a peritoneal injury or peritoneal cell injury. In fact, it 
should be noted that applicants acknowledge in their specification that examples of the peritoneal 
injuries include peritonitis, sclerotic encysted peritonitis, intractable prolonged peritonitis, and 
general peritonitis (see page 2, paragraph [0026] of applicants' specification). 

The difference between applicant's method and the method suggested by Isono et al. is 
that Isono et al.'s composition does not contain adenosine triphosphate. However, Isono et al. 
disclose or suggest that adenosine triphosphate solution which is an organ-preservation solution 
can be added to said peritoneal dialysate ((see col. 2, lines 5 to 46, especially lines 34-46). 

It would have been obvious to one having ordinary skill in the art, at the time the 
claimed invention was made, in view of Isono et al., to treat peritoneal injury or a cell injury in a 
subject by administering a composition comprising a combination of adenosine triphosphate, 
glucose, and electrolytes as a peritoneal dialysate into the peritoneal cavity of said subject. 
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One having ordinary skill in the art would have been motivated in view of Isono et al., to 
treat peritoneal injury or a cell injury in a subject by administering a composition comprising a 
combination of adenosine triphosphate, glucose, and electrolytes as a peritoneal dialysate into the 
peritoneal cavity of said subject. It should be noted that it is obvious to a skilled artisan to 
prepare said peritoneal dialysate or composition with osmotic pressure or osmolarity that would 
physiological compatible when administered to said subject. It should be noted that the use of 
peritoneal dialysis to treat patients with renal disease is the extremely common in the art and is 
well within the purview of a skilled artisan. It should be noted that it is obvious to a skilled 
artisan to prepare said peritoneal dialysate or composition with osmotic pressure or osmolarity 
that would physiological compatible when administered to said subject. 

In claim 21, applicant claims a peritoneal dialysis method for treating a peritoneal injury 
or for treating a cell injury caused by sugar, comprising: administering into the peritoneal cavity 
of a subject having a peritoneal injury or a cell injury caused by sugar an effective amount of a 
composition comprising adenosine triphosphate or a salt thereof. Claims 22-30 are drawn to said 
method wherein said composition used contains specific electrolytes, organic acid, lactic acid 
and which has specific osmotic pressure, and wherein the subject has specific conditions. 

Isono et al. disclose a peritoneal dialysate composition comprising 1 to 8 g/dL glucose 
(i.e., 1,000- 8000 mg/dL) and electrolytes; wherein said composition can be used as a peritoneal 
dialysate (see col. 2, lines 5 to 46). Furthermore, Isono et al. disclose or suggest that adenosine 
triphosphate solution which is an organ-preservation solution can be added to said peritoneal 
dialysate (see col. 2, lines 5 to 46, especially lines 34-46). Also, Isono et al. disclose that the 
peritoneal dialysate can be used to treat acute or chronic peritonitis (see col. 13, lines 47-51 and 
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col. 19, lines 50-53). In addition, Isono et al. disclose that organic acids such as lactic acid an 
citric acid can be used (see col. 2, lines 5 to 46, especially lines 34-46). This suggests that said 
peritoneal composition or dialysate by Isono et al. can be administered into the peritoneal cavity 
to treat peritoneal injuries or peritoneal cell injuries such as peritonitis. It should be noted that 
the examiner considers peritonitis as a peritoneal injury or peritoneal cell injury. In fact, it 
should be noted that applicants acknowledge in their specification that examples of the peritoneal 
injuries include peritonitis, sclerotic encysted peritonitis, intractable prolonged peritonitis, and 
general peritonitis (see page 2, paragraph [0026] of applicants' specification). 

The difference between applicant's method and the method suggested by Isono et al. is 
that Isono et al.'s composition does not contain adenosine triphosphate. However, Isono et al. 
disclose or suggest that adenosine triphosphate solution which is an organ-preservation solution 
can be added to said peritoneal dialysate ((see col. 2, lines 5 to 46, especially lines 34-46) 
It would have been obvious to one having ordinary skill in the art, at the time the 
claimed invention was made, in view of Isono et al., to treat peritoneal injury or a cell injury in a 
subject by administering a composition comprising a combination of adenosine triphosphate, 
glucose, and electrolytes as a peritoneal dialysate into the peritoneal cavity of said subject. 

One having ordinary skill in the art would have been motivated in view of Isono et al, to 
treat peritoneal injury or a cell injury in a subject by administering a composition comprising a 
combination of adenosine triphosphate, glucose, and electrolytes as a peritoneal dialysate into the 
peritoneal cavity of said subject. It should be noted that it is obvious to a skilled artisan to 
prepare said peritoneal dialysate or composition with osmotic pressure or osmolality that would 
physiological compatible when administered to said subject. It should be noted that the use of 
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peritoneal dialysis to treat patients with renal disease is the extremely common in the art and is 
well within the purview of a skilled artisan. It should be noted that it is obvious to a skill artisan 
to prepare said peritoneal dialysate or composition with osmotic pressure or osmolality that 
would physiological compatible when administered to said subject. 

Claim 33 is drawn to a peritoneal dialysis method comprising: administering to a patient 
in need of dialysis a dialysate comprising adenosine triphosphate or a salt thereof. Claims 34 is 
drawn to the method of claim 33 comprising administering specific dialysate that does not 
contain ATP and ATP. Claim 35 and 36 are drawn to the said method wherein the adenosine 
triphosphate is of specific concentration range and wherein the said patient has specific 
condition, 

Isono et al. disclose a peritoneal dialysate composition comprising 1 to 8 g/dL glucose 
(i.e., 1,000- 8000 mg/dL) and electrolytes; wherein said composition can be used as a peritoneal 
dialysate (see col. 2, lines 5 to 46). Furthermore, Isono et al. disclose or suggest that adenosine 
triphosphate solution which is an organ-preservation solution can be added to said peritoneal 
dialysate (see col. 2, lines 5 to 46, especially lines 34-46). Also, Isono et al. disclose that the 
peritoneal dialysate can be used to treat acute or chronic peritonitis (see col. 13, lines 47-51 and 
col. 19, lines 50-53). In addition, Isono et al. disclose that organic acids such as lactic acid an 
citric acid can be used (see col. 2, lines 5 to 46, especially lines 34-46). This suggests that said 
peritoneal composition or dialysate by Isono et al. can be administered into the peritoneal cavity 
to treat peritoneal injuries or peritoneal cell injuries such as peritonitis. It should be noted that 
the examiner considers peritonitis as a peritoneal injury or peritoneal cell injury. In fact, it 
should be noted that applicants acknowledge in their specification that examples of the peritoneal 
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injuries include peritonitis, sclerotic encysted peritonitis, intractable prolonged peritonitis, and 
general peritonitis (see page 2, paragraph [0026] of applicants' specification). 

The difference between applicant's method and the method suggested by Isono et al. is 
that Isono et al.'s composition does not contain adenosine triphosphate. However, Isono et al. 
disclose or suggest that adenosine triphosphate solution which is an organ-preservation solution 
can be added to said peritoneal dialysate (see col. 2, lines 5 to 46, especially lines 34-46). 

It would have been obvious to one having ordinary skill in the art, at the time the 
claimed invention was made, in view of Isono et al., to use a peritoneal dialysis method 
comprising to treat peritoneal injury such as peritonitis in a subject by administering a 
composition comprising a combination of adenosine triphosphate, glucose, and electrolytes as a 
peritoneal dialysate into the peritoneal cavity of said subject. 

One having ordinary skill in the art would have been motivated in view of Isono et al, to 
use a peritoneal dialysis method comprising to treat peritoneal injury such as peritonitis in a 
subject by administering a composition comprising a combination of adenosine triphosphate, 
glucose, and electrolytes as a peritoneal dialysate into the peritoneal cavity of said subject. It 
should be noted that it is obvious to a skilled artisan to prepare said peritoneal dialysate or 
composition with osmotic pressure or osmolarity that would physiological compatible when 
administered to said subject. It should be noted that the use of peritoneal dialysis to treat patients 
with renal disease is the extremely common in the art and is well within the purview of a skilled 
artisan. It should be noted that it is obvious to a skill artisan to prepare said peritoneal dialysate 
or composition with osmotic pressure or osmolarity that would physiological compatible when 
administered to said subject. Also, it should be noted that it is obvious to use additional dialysate 
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that contains other ingredients like those suggested by Isono et al. based on need such as the 
severity of the condition and the type, age and weight of the patient treated. 
(10) Response to Argument 

The Appellant argues that the Examiner has misinterpreted the disclosure of Isono, et al, 
which is focused describing medical containers, as disclosing (i) a method for treating subjects 
having peritoneal injury using (ii) a peritoneal dialysate containing adenosine triphosphate 
(ATP). The Examiner is wrong on both points since Isono does not disclose subjects having 
peritoneal injury, nor does it disclose a peritoneal dialysate containing ATP. 

However, the Examiner has not misinterpreted the disclosure of Isono, et al. because 
Isono et al. disclose a peritoneal dialysate composition comprising 1 to 8 g/dL glucose (i.e., 
1,000- 8000 mg/dL) and electrolytes; wherein said composition can be used as a peritoneal 
dialysate (see col. 2, lines 5 to 46). Furthermore, Isono et al. disclose or suggest that adenosine 
triphosphate solution which is an organ-preservation solution can be added to said peritoneal 
dialysate (see col. 2, lines 5 to 46, especially lines 34-46). Also, Isono et al. disclose that the 
peritoneal dialysate can be used to treat acute or chronic peritonitis (see col. 13, lines 47-51 and 
col. 19, lines 50-53). This suggests that said peritoneal composition or dialysate of Isono et al. 
can be administered into the peritoneal cavity to treat peritoneal injuries or peritoneal cell 
injuries such as peritonitis. It should be noted that the examiner considers peritonitis as a 
peritoneal injury or peritoneal cell injury. In fact, it should be noted that applicants acknowledge 
in their specification that examples of the peritoneal injuries include peritonitis, sclerotic 
encysted peritonitis, intractable prolonged peritonitis, and general peritonitis (see page 2, 
paragraph [0026] of applicants' specification). 
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Furthermore, Fig. 13 (see sheet 12 of 12) indicates or suggests that the peritoneal 
dialysate composition can be administered to a patient abdomen, or peritoneum or peritoneal 
cavity via the depicted dialysate container (see also col. 4, lines 10-12). Moreover, Isono et al. 
disclose that the medical container according to the present invention is provided with the 
isolated or connected compartment. The bicarbonate is stored in the compartment. This 
bicarbonate is mixed with the electrolyte solution (i.e., the base solution) when the openable 
means is opened at the time of use. As a consequence, the electrolyte (i.e., infusion solution, 
dialysate or organ-preserving solution) which is used for administration, dialysis or the like 
contains bicarbonate ions at the time of use. Described specifically, the amount of an electrolyte 
such as an acetate or a lactate can be reduced in accordance with the proportion of the 
bicarbonate so that bicarbonate ions are directly introduced into the body to maintain the in 
vivo concentration of bicarbonate ions constant (see col. 4, lines 17-34). Thus, the fact that 
Isono et al. disclose that bicarbonate and the electrolyte (i.e., infusion solution, dialysate or 
organ-preserving solution) solutions are mixed for administration, dialysis or the like and then 
directly introduced in the body (see col. 4, lines 17-34), means or suggests that adenosine 
triphosphate solution which is an organ-preservation solution can be added to said peritoneal 
dialysate (see col. 2, lines 5 to 46, especially lines 34-46). 

That is, based on Isono et al., the electrolyte solution which includes (i.e., infusion 
solution, dialysate or organ-preserving solution (which includes the ATP)) is mixed with the 
bicarbonate for administration and is introduced (or administered) in the body. This means that 
the solutions are administered to the body and are used for the same purpose or treatment. 
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The Appellant argues that Isono is totally silent about treating subjects having peritoneal 
injury even though it discloses conventional dialysis solutions not containing ATP. Isono is also 
totally silent about peritoneal dialysate solution or methods of peritoneal dialysis using a dialysis 
solution containing ATP. 

However as set forth in the above rejection, Isono et al. disclose a peritoneal dialysate 
composition comprising 1 to 8 g/dL glucose (i.e., 1,000- 8000 mg/dL) and electrolytes; wherein 
said composition can be used as a peritoneal dialysate (see col. 2, lines 5 to 46). Furthermore, 
Isono et al. disclose or suggest that adenosine triphosphate solution which is an organ- 
preservation solution can be added to said peritoneal dialysate (see col. 2, lines 5 to 46, 
especially lines 34-46). Also, Isono et al. disclose that the peritoneal dialysate can be used to 
treat acute or chronic peritonitis (see col. 13, lines 47-51 and col. 19, lines 50-53). In addition, 
Isono et al. disclose that organic acids such as lactic acid an citric acid can be used (see col. 2, 
lines 5 to 46, especially lines 34-46). This suggests that said peritoneal composition or dialysate 
by Isono et al. can be administered into the peritoneal cavity to treat peritoneal injuries or 
peritoneal cell injuries such as peritonitis. 

The Appellant argues that Isono does disclose and exemplifies an organ-preservation 
solution that optionally may contain ATP but is silent about administering organ-preservation 
solutions to dialysis patients having peritoneal injuries. As discussed below, no responsible 
medical practitioner would administer an organ-preservation solution to a dialysis patient. 

However, Isono et al. disclose a peritoneal dialysate composition comprising 1 to 8 g/dL 
glucose (i.e., 1,000- 8000 mg/dL) and electrolytes; wherein said composition can be used as a 
peritoneal dialysate (see col. 2, lines 5 to 46). Furthermore, Isono et al. disclose or suggest that 
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adenosine triphosphate solution which is an organ-preservation solution can be added to said 
peritoneal dialysate (see col. 2, lines 5 to 46, especially lines 34-46). Also, Isono et al. disclose 
that the peritoneal dialysate can be used to treat acute or chronic peritonitis (see col. 13, lines 47- 
51 and col. 19, lines 50-53). This suggests that said peritoneal composition or dialysate of Isono 
et al. can be administered into the peritoneal cavity to treat peritoneal injuries or peritoneal cell 
injuries such as peritonitis. It should be noted that the examiner considers peritonitis as a 
peritoneal injury or peritoneal cell injury. In fact, it should be noted that applicants acknowledge 
in their specification that examples of the peritoneal injuries include peritonitis, sclerotic 
encysted peritonitis, intractable prolonged peritonitis, and general peritonitis (see page 2, 
paragraph [0026] of applicants' specification). 

Furthermore, Fig. 13 (see sheet 12 of 12) indicates or suggests that the peritoneal 
dialysate composition can be administered to a patient abdomen, or peritoneum or peritoneal 
cavity via the depicted dialysate container (see also col. 4, lines 10-12). Moreover, Isono et al. 
disclose that the medical container according to the present invention is provided with the 
isolated or connected compartment. The bicarbonate is stored in the compartment. This 
bicarbonate is mixed with the electrolyte solution (i.e., the base solution) when the openable 
means is opened at the time of use. As a consequence, the electrolyte (i.e., infusion solution, 
dialysate or organ-preserving solution) which is used for administration, dialysis or the like 
contains bicarbonate ions at the time of use. Described specifically, the amount of an electrolyte 
such as an acetate or a lactate can be reduced in accordance with the proportion of the 
bicarbonate so that bicarbonate ions are directly introduced into the body to maintain the in 
vivo concentration of bicarbonate ions constant (see col. 4, lines 17-34). Thus, the fact that 
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Isono et al. disclose that bicarbonate and the electrolyte (i.e., infusion solution, dialysate or 
organ-preserving solution) solutions are mixed for administration, dialysis or the like and then 
directly introduced in the body (see col. 4, lines 17-34), means or suggests that adenosine 
triphosphate solution which is an organ-preservation solution can be added to said peritoneal 
dialysate (see col. 2, lines 5 to 46, especially lines 34-46). That is, based on Isono et al., the 
electrolyte solution which includes (i.e., infusion solution, dialysate or organ -preserving solution 
(which includes the ATP)) is mixed with the bicarbonate for administration and is introduced (or 
administered) in the body. This means that the solutions are administered to the body and are 
used for the same purpose or treatment. 

The Appellant argues that there is no support for the Examiner's assertion that Isono 
discloses or suggests that adenosine triphosphate solution "can be added to said peritoneal 
dialvsate". 

However, as set forth in the rejection above, Isono et al. disclose a peritoneal dialysate 
composition comprising 1 to 8 g/dL glucose (i.e., 1,000- 8000 mg/dL) and electrolytes; wherein 
said composition can be used as a peritoneal dialysate (see col. 2, lines 5 to 46). Furthermore, 
Isono et al. disclose or suggest that adenosine triphosphate solution which is an organ- 
preservation solution can be added to said peritoneal dialysate (see col. 2, lines 5 to 46, 
especially lines 34-46). In addition, Isono et al. disclose that organic acids such as lactic acid an 
citric acid can be used (see col. 2, lines 5 to 46, especially lines 34-46). This suggests that said 
peritoneal composition disclosed by Isono et al. can be administered into the peritoneal cavity 
(see rejection above). 
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Furthermore, Fig. 13 (see sheet 12 of 12) indicates or suggests that the peritoneal 
dialysate composition can be administered to a patient abdomen, or peritoneum or peritoneal 
cavity via the depicted dialysate container (see also col. 4, lines 10-12). Moreover, Isono et al. 
disclose that the medical container according to the present invention is provided with the 
isolated or connected compartment. The bicarbonate is stored in the compartment. This 
bicarbonate is mixed with the electrolyte solution (i.e., the base solution) when the openable 
means is opened at the time of use. As a consequence, the electrolyte (i.e., infusion solution, 
dialysate or organ-preserving solution) which is used for administration, dialysis or the like 
contains bicarbonate ions at the time of use. Described specifically, the amount of an electrolyte 
such as an acetate or a lactate can be reduced in accordance with the proportion of the 
bicarbonate so that bicarbonate ions are directly introduced into the body to maintain the in 
vivo concentration of bicarbonate ions constant (see col. 4, lines 17-34). Thus, the fact that 
Isono et al. disclose that bicarbonate and the electrolyte (i.e., infusion solution, dialysate or 
organ-preserving solution) solutions are mixed for administration, dialysis or the like and then 
directly introduced in the body (see col. 4, lines 17-34), means or suggests that adenosine 
triphosphate solution which is an organ-preservation solution can be added to said peritoneal 
dialysate (see col. 2, lines 5 to 46, especially lines 34-46). That is, based on Isono et al, the 
electrolyte solution which includes (i.e., infusion solution, dialysate or organ -preserving solution 
(which includes the ATP)) is mixed with the bicarbonate for administration and is introduced (or 
administered) in the body. This means that the solutions are administered to the body and are 
used for the same purpose or treatment. 
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The Appellant argues that as clearly exemplified by Isono in col. 2, peritoneal dialysates 
and organ-preserving solutions contain different ingredients, for example, a peritoneal dialysate 
contains high concentrations of glucose not present in the organ-preserving solution described by 
Isono and lacks the heparin found in organ preserving solution exemplified by Isono. The 
paragraphs in col. 2, lines 22-47 of Isono describe ingredients commonly found in organ- 
preserving solutions including anticoagulants like heparin. ATP is disclosed at col. 2, line 41 as 
one possible ingredient of an preserving solution. ATP is simply not disclosed as an ingredient of 
a peritoneal dialysate. There is no support for the Examiner's assertion that Isono discloses or 
suggests that adenosine triphosphate solution "can be added to said peritoneal dialysate". 
Moreover, Isono does not confuse these different types of electrolyte solutions and no one skilled 
in the medical arts would have confused them. 

However, Isono et al. disclose or suggest that adenosine triphosphate solution which is an 
organ-preservation solution can be added to said peritoneal dialysate (see col. 2, lines 5 to 46, 
especially lines 34-46). Also, Isono et al. disclose that the peritoneal dialysate can be used to 
treat acute or chronic peritonitis (see col. 13, lines 47-51 and col. 19, lines 50-53). This suggests 
that said peritoneal composition or dialysate of Isono et al. can be administered into the 
peritoneal cavity to treat peritoneal injuries or peritoneal cell injuries such as peritonitis. It 
should be noted that the examiner considers peritonitis as a peritoneal injury or peritoneal cell 
injury. In fact, it should be noted that applicants acknowledge in their specification that 
examples of the peritoneal injuries include peritonitis, sclerotic encysted peritonitis, intractable 
prolonged peritonitis, and general peritonitis (see page 2, paragraph [0026] of applicants' 
specification). In addition, the fact that Isono et al. disclose that bicarbonate and the electrolyte 
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(i.e., infusion solution, dialysate or organ-preserving solution) solutions are mixed for 
administration, dialysis or the like and then directly introduced in the body (see col. 4, lines 17- 
34), means or suggests that adenosine triphosphate solution which is an organ-preservation 
solution can be added to said peritoneal dialysate (see col. 2, lines 5 to 46, especially lines 34- 
46). That is, based on Isono et al., the electrolyte solution which includes (i.e., infusion solution, 
dialysate or organ-preserving solution (which includes the ATP)) is mixed with the bicarbonate 
for administration and is introduced (or administered) in the body. This means that the solutions 
are administered to the body and are used for the same purpose or treatment. 

The Appellant argues that Isono is primarily directed to a medical container containing an 
electrolyte solution and is not directed to formulating new types of electrolyte solutions. In 
conjunction with disclosure of the container, Isono incidentally describes different types of 
electrolyte solutions that the medical container might hold such as "a body fluid replenisher", "a 
dialysate" and "an electrolyte solution", it does not disclose a peritoneal dialysate solution 
containing ATP, does not provide any motivation for adding ATP to a peritoneal dialysate, and 
consequently, cannot provide a reasonable expectation for the superior properties of a peritoneal 
dialysate containing ATP. 

However, Isono et al. disclose or suggest that adenosine triphosphate solution which is an 
organ-preservation solution can be added to said peritoneal dialysate (see col. 2, lines 5 to 46, 
especially lines 34-46). Also, Isono et al. disclose that the peritoneal dialysate can be used to 
treat acute or chronic peritonitis (see col. 13, lines 47-51 and col. 19, lines 50-53). This suggests 
that said peritoneal composition or dialysate of Isono et al. can be administered into the 
peritoneal cavity to treat peritoneal injuries or peritoneal cell injuries such as peritonitis. It 
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should be noted that the examiner considers peritonitis as a peritoneal injury or peritoneal cell 
injury. In fact, it should be noted that applicants acknowledge in their specification that 
examples of the peritoneal injuries include peritonitis, sclerotic encysted peritonitis, intractable 
prolonged peritonitis, and general peritonitis (see page 2, paragraph [0026] of applicants' 
specification). In addition, the fact that Isono et al. disclose that bicarbonate and the electrolyte 
(i.e., infusion solution, dialysate or organ-preserving solution) solutions are mixed for 
administration, dialysis or the like and then directly introduced in the body (see col. 4, lines 17- 
34), means or suggests that adenosine triphosphate solution which is an organ-preservation 
solution can be added to said peritoneal dialysate (see col. 2, lines 5 to 46, especially lines 34- 
46). That is, based on Isono et al, the electrolyte solution which includes (i.e., infusion solution, 
dialysate or organ-preserving solution (which includes the ATP)) is mixed with the bicarbonate 
for administration and is introduced (or administered) in the body. This means that the solutions 
are administered to the body and are used for the same purpose or treatment. 

The Appellant argues that Isono fails to provide any motivation for adding ATP to a 
peritoneal dialysis solution or any reasonable expectation of success for reducing injury to 
patients undergoing peritoneal dialysis by doing so. 

However as set forth in the above rejection, Isono et al. disclose a peritoneal dialysate 
composition comprising 1 to 8 g/dL glucose (i.e., 1,000- 8000 mg/dL) and electrolytes; wherein 
said composition can be used a peritoneal dialysate (see col. 2, lines 5 to 46). Furthermore, 
Isono et al. disclose or suggest that adenosine triphosphate solution which is an organ- 
preservation solution can be added to said peritoneal dialysate (see col. 2, lines 5 to 46, 
especially lines 34-46). Also, Isono et al. disclose that the peritoneal dialysate can be used to 
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treat acute or chronic peritonitis (see col. 13, lines 47-51 and col. 19, lines 50-53). In addition, 
Isono et al. disclose that organic acids such as lactic acid an citric acid can be used (see col. 2, 
lines 5 to 46, especially lines 34-46). This suggests that said peritoneal composition or dialysate 
by Isono et al. can be administered into the peritoneal cavity to treat peritoneal injuries or 
peritoneal cell injuries such as peritonitis. Consequently, one having ordinary skill in the art 
would have been motivated in view of Isono et al., to treat peritoneal injury or a cell injury in a 
subject by administering a composition comprising a combination of adenosine triphosphate, 
glucose, and electrolytes as a peritoneal dialysate into the peritoneal cavity of said subject. 

The Appellant argues that the Office's conflation of a dialysis solution with an organ- 
preservation solution is improper and cannot support a primafacie basis for an obviousness 
rejection. While the final Official Action ("OA") explicitly states that "Isono et al.'s composition 
does not contain adenosine triphosphate" (OA, bottom of page 3), it contends that such a dialysis 
solution is suggested by Isono. However, Isono clearly distinguishes amongst the different 
physiological solutions that may be contained within the medical container it discloses. Namely, 
cols. 1 and 2 of Isono distinguish between (i) infusion solutions, (ii) dialysate, and (iii) an organ 
(tissue) preserving solution, see col. 1, lines 21-24, and col. 1, lines 51-col. 2, line 4 describing 
infusion solutions, col. 2, lines 5-21 which disclose dialy sates, and col. 2, lines 35-47 which 
describe organ-preserving solutions. It is evident from these portions of the reference that Isono 
recognized the significant compositional differences between a peritoneal dialysis solution and 
one used to preserve organs. 

However as set forth in the above rejection, Isono et al. disclose a peritoneal dialysate 
composition comprising 1 to 8 g/dL glucose (i.e., 1,000- 8000 mg/dL) and electrolytes; wherein 
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said composition can be used a peritoneal dialysate (see col. 2, lines 5 to 46). Furthermore, 
Isono et al. disclose or suggest that adenosine triphosphate solution which is an organ- 
preservation solution can be added to said peritoneal dialysate (see col. 2, lines 5 to 46, 
especially lines 34-46). Also, Isono et al. disclose that the peritoneal dialysate can be used to 
treat acute or chronic peritonitis (see col. 13, lines 47-51 and col. 19, lines 50-53). In addition, 
Isono et al. disclose that organic acids such as lactic acid an citric acid can be used (see col. 2, 
lines 5 to 46, especially lines 34-46). This suggests that said peritoneal composition or dialysate 
by Isono et al. can be administered into the peritoneal cavity to treat peritoneal injuries or 
peritoneal cell injuries such as peritonitis. Moreover, Isono et al. disclose that the medical 
container according to the present invention is provided with the isolated or connected 
compartment. The bicarbonate is stored in the compartment. This bicarbonate is mixed with the 
electrolyte solution (i.e., the base solution) when the openable means is opened at the time of 
use. As a consequence, the electrolyte (i.e., infusion solution, dialysate or organ-preserving 
solution) which is used for administration, dialysis or the like contains bicarbonate ions at the 
time of use. Described specifically, the amount of an electrolyte such as an acetate or a lactate 
can be reduced in accordance with the proportion of the bicarbonate so that bicarbonate ions are 
directly introduced into the body to maintain the in vivo concentration of bicarbonate ions 
constant (see col. 4, lines 17-34). Thus, the fact that Isono et al. disclose that bicarbonate and the 
electrolyte (i.e., infusion solution, dialysate or organ-preserving solution) solutions are mixed for 
administration, dialysis or the like and then directly introduced in the body (see col. 4, lines 17- 
34), means or suggests that adenosine triphosphate solution which is an organ-preservation 
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solution can be added to said peritoneal dialysate (see col. 2, lines 5 to 46, especially lines 34- 
46). 

The Appellant argues that the Examiner has not pointed out any other portion of Isono 
suggesting administering "a dialysate comprising adenosine triphosphate" to a patient having a 
peritoneal injury or cell injury caused by sugar" as required by independent claim 1 1 . 

However, Isono et al. suggest treating the same condition that is treated by applicant 
regardless of the cause of said condition. As example, Isono et al. disclose a peritoneal dialysate 
composition comprising 1 to 8 g/dL glucose (i.e., 1,000- 8000 mg/dL) and electrolytes; wherein 
said composition can be used a peritoneal dialysate (see col. 2, lines 5 to 46). Furthermore, 
Isono et al. disclose or suggest that adenosine triphosphate solution which is an organ- 
preservation solution can be added to said peritoneal dialysate (see col. 2, lines 5 to 46, 
especially lines 34-46). Also, Isono et al. disclose that the peritoneal dialysate can be used to 
treat acute or chronic peritonitis (see col. 13, lines 47-51 and col. 19, lines 50-53). This suggests 
that said peritoneal composition or dialysate by Isono et al. can be administered into the 
peritoneal cavity to treat peritoneal injuries or peritoneal cell injuries such as peritonitis. It 
should be noted that the examiner considers peritonitis as a peritoneal injury or peritoneal cell 
injury. In fact, it should be noted that applicants acknowledge in their specification that 
examples of the peritoneal injuries include peritonitis, sclerotic encysted peritonitis, intractable 
prolonged peritonitis, and general peritonitis (see page 2, paragraph [0026] of applicants' 
specification). 

The Appellant argues that adenosine triphosphate is not recognized as a conventional 
component of dialysis solution as evident from the citations below: (1) Wikipedia "Peritoneal 
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dialysis" (ii) Package inserts (Japanese/English) from Baxter Healthcare Corporation describing 
components of a peritoneal dialysis solution: see evidence appendix) and (iii) Technical literature 
from Baxter Healthcare Corporation "Pertioneal Dialysis PD Solutions" (see evidence appendix). 

However, Isono et al. disclose a peritoneal dialysate composition comprising 1 to 8 g/dL 
glucose (i.e., 1,000- 8000 mg/dL) and electrolytes; wherein said composition can be used a 
peritoneal dialysate (see col. 2, lines 5 to 46). Furthermore, Isono et al. disclose or suggest that 
adenosine triphosphate solution which is an organ-preservation solution can be added to said 
peritoneal dialysate (see col. 2, lines 5 to 46, especially lines 34-46). Also, Isono et al. disclose 
that the peritoneal dialysate can be used to treat acute or chronic peritonitis (see col. 13, lines 47- 
51 and col. 19, lines 50-53). In addition, Isono et al. disclose that organic acids such as lactic 
acid an citric acid can be used (see col. 2, lines 5 to 46, especially lines 34-46). This suggests 
that said peritoneal composition or dialysate by Isono et al. can be administered into the 
peritoneal cavity to treat peritoneal injuries or peritoneal cell injuries such as peritonitis. Also, 
Isono et al. disclose that the medical container according to the present invention is provided 
with the isolated or connected compartment. The bicarbonate is stored in the compartment. This 
bicarbonate is mixed with the electrolyte solution (i.e., the base solution) when the openable 
means is opened at the time of use. As a consequence, the electrolyte (i.e., infusion solution, 
dialysate or organ-preserving solution) which is used for administration, dialysis or the like 
contains bicarbonate ions at the time of use. Described specifically, the amount of an electrolyte 
such as an acetate or a lactate can be reduced in accordance with the proportion of the 
bicarbonate so that bicarbonate ions are directly introduced into the body to maintain the in 
vivo concentration of bicarbonate ions constant (see col. 4, lines 17-34). Thus, the fact that 
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Isono et al. disclose that bicarbonate and the electrolyte (i.e., infusion solution, dialysate or 
organ-preserving solution) solutions are mixed for administration, dialysis or the like and then 
directly introduced in the body (see col. 4, lines 17-34), means or suggests that adenosine 
triphosphate solution which is an organ-preservation solution can be added to said peritoneal 
dialysate (see col. 2, lines 5 to 46, especially lines 34-46). 

The Appellant argues that Claim 34 was rejected under 35 U.S.C. 1 12, second paragraph, 
as indefinite for use of the phrase "a conventional peritoneal dialysis solution that does not 
contain adenosine triphosphate and adenosine triphosphate". This phrase simply refers to a 
composition containing two components (i) a conventional peritoneal dialysis solution that does 
not contain adenosine triphosphate" and (ii) adenosine triphosphate which together provide "a 
peritoneal dialysate containing ATP" as disclosed on page 3, lines 1 1-12 of the specification. 
Page 9, 2nd paragraph, of the specification also discloses admixture of a conventional dialysate 
with adenosine triphosphate. 

However, the claim is indefinite since it is unclear how a solution can contain and 
simultaneously not contain the same substance or ingredient (adenosine triphosphate). That is, a 
peritoneal dialysate (a solution) or a peritoneal dialysis solution cannot have the same substance 
(i.e., ATP) in the solution being present and absent at the same time (simultaneously). 

(11) Related Proceeding(s) Appendix 

No decision rendered by a court or the Board is identified by the examiner in the Related 
Appeals and Interferences section of this examiner's answer. 

For the above reasons, it is believed that the rejections should be sustained. 
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